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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed 7/2/2009 have been fully considered but they are not 
persuasive. Applicant argues that the flange of Schugt is not "configured to fit flush 
against" the tissue. However, the applicant does not claim that the flange must be 
"configured to fit flush." Instead, the claim merely requires that the flange "is bendable 
by hand so that at least a portion of the at least one flange fits substantially flush 
against the surface of the tissue" (emphasis added). As claimed, only a portion of the 
flange is required to be substantially flush. As seen in figures 3 and 4, the tip of the 
flange will be substantially flush against the surface of the tissue when it is secured to 
the tissue. 

2. The applicant further argues that Schugt does not describe a flange that is 
securable to tissue. However, since the flange is secured to the mounting plate 26, the 
Examiner considers the mounting plate to be a part of flange 20. Since the mounting 
plate is secured to tissue, the flange is inherently also secured to the tissue. 

3. In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., "the at least one flange is configured to fit flush against and securable to the tissue 
[sic]") are not recited in the rejected claim(s). Although the claims are interpreted in light 
of the specification, limitations from the specification are not read into the claims. See 
In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 
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4. The 35 USC 102(a,e) rejections of claims 1-14 and 18-23 are still considered 
proper. 

5. Regarding claim 17, the applicant did not address the 103(a) rejection. As such, 
the rejection is still considered proper. 

6. Regarding the double patenting rejection in view of App. No. 10/825,359, this 
rejection has been withdrawn to the amendments in both applications. However, this 
rejection may be reapplied if future amendments again overlap in scope. 

Specification 

7. Applicant's amendments to the specification received on 7/2/2009 are 
acknowledged and accepted. The objection to the specification has been withdrawn. 

Priority 

8. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 

Information Disclosure Statement 

9. The information disclosure statement (IDS) submitted on 7/2/2009 was filed in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Rejections - 35 USC § 102 

1 0. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

11. Claims 1-4, 6-14, 18-23, 26, 28 and 29 are rejected under 35 U.S.C. 102(a,e) as 
being anticipated by Schugt et al. (US 6,730,015, hereinafter Schugt). Schugt discloses 
a medical implant, as shown in figure 3. The implant has a housing 30, from which 
three pliable flanges 20 and 34 extend outward therefrom (see figures 2-3). The 
housing is disposed on the mastoid process within the patient, and the three flanges are 
bendable so as to conform to, and adhere to, the tissue of the body (Col. 6, lines 23-32 
and 61-67). 

12. Regarding claim 2, the mastoid process is a bone, and since the flange is 
secured to the mounting plate 26, the Examiner considers the mounting plate to be a 
part of flange 20. Since the mounting plate is secured to tissue, the flange is inherently 
also secured to the tissue. 

1 3. Regarding claims 3 and 4, Schugt discloses the implant to be part of a cochlear 
receiver/stimulator package (Col. 1, lines 25-40). 

14. Regarding claim 6, the housing is inherently "positionable" within any bed or well 
naturally formed in the surface of the bone. 

1 5. Regarding claims 7-1 0, the three flanges are shown to extend from upper and 
lower surfaces in opposite directions. 
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16. Regarding claims 1 1 and 12, as seen in figure 2, flange 20 can be considered 
extending outwardly from a location between two opposite sides of the housing. These 
sides are considered by the Examiner to be upper and lower surfaces. 

17. Regarding claims 13 and 14, a removable plate 35 is connected to the housing 
with flanges 34 extending therefrom (see figure 3). 

18. Regarding claim 18, flanges 34 are shown to be an integral extension of housing 
30 (see figure 2). 

1 9. Regarding claims 1 9-22, figure 3 shows flange 20 to be separately and 
removably mounted to the housing by engagement means 31, which the Examiner 
considers to be a "clip." 

20. Regarding claim 23, since mounting plate 26 is considered by the Examiner to be 
a part of flange 20, the flange has orifices 28 that accommodate a tissue fixation device 
(Col. 6, lines 35-40). 

21 . Regarding claim 26, Schugt discloses the implant to comprise titanium (Col. 6, 
lines 22-25). 

22. Regarding claims 28 and 29, tube 31 is made of silicone rubber, and coats a 
portion of both flange 20 and housing 30 (figure 3 and Col. 7, lines 1-10). 

Claim Rejections - 35 USC § 103 

23. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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24. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

25. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

26. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schugt 
in view of Legal Precedent. 

27. While Schugt does not disclose the exact dimensions of the flanges, it has been 
held that where the only difference between the prior art and the claims was a recitation 
of relative dimensions of the claimed device and a device having the claimed relative 
dimensions would not perform differently than the prior art device, the claimed device 
was not patentably distinct from the prior art device (See MPEP 2144.04 IV, Gardner v. 
TEC Systems, Inc., 725 F.2d 1338, 220 USPQ 777 (Fed. Cir. 1984), cert, denied, 469 
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U.S. 830, 225 USPQ 232 (1984)). Therefore, the dimensions recited in claim 17 are 
nothing more than an obvious variation to one of ordinary skill in the art. 
28. Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schugt 
in view of Berrang et al. (US 2002/0019669, hereinafter Berrang). Schugt, as described 
above, discloses the applicant's basic invention. Schugt additionally discloses that the 
flange may be permanently attached to the housing such that the flange remains 
implanted in the subject, and that a "detachable" connection includes a connection that 
needs to be cut (Col. 6, lines 45-60). Schugt is silent, however, to the connection be a 
weld. However, the use of welding parts together in the medical art is notoriously old 
and well known. As one example, attention is directed to the secondary reference of 
Berrang, which teaches the use of welding parts together in an implantable cochlear 
device (par. 0018 and 0025). This is because welding includes the known benefits of 
being extremely strong and resilient. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of the applicant's invention to modify Schugt such that 
the flange is welded to the housing, since such a connection has known benefits, and 
yet still could be detached by cutting, as required by Schugt. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric D. Bertram whose telephone number is (571)272- 
3446. The examiner can normally be reached on Monday-Thursday from 9-5 EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl H. Layno can be reached on 571-272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Eric D. Bertram/ 
Examiner, Art Unit 3766 



